STRIDEX ESSENTIAL- salicylic acid liquid
Blistex Inc

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Stridex® Essential

Drug Facts

Active ingredient
Salicylic acid 1.0% (w/w)

Purpose

Acne medication

Uses

e for the treatment of acne

e reduces the number of acne pimples and blackheads and allows skin to heal
e helps prevent new acne pimples from forming

Warnings

For external use only

Allergy alert

do not use this product if you have a known allergy to salicylic acid

When using this product

e skin irritation and dryness is more likely to occur if you use another topical acne
medication at the same time. If irritation occurs, only use one topical ache medication
at a time.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

e clean the skin thoroughly before applying this product

e use the pad to cover the entire affected area with a thin layer one to three times daily

e because excessive drying of the skin may occur, start with one application daily, then
gradually increase to two or three times daily if needed or as directed by a doctor

e if bothersome dryness or peeling occurs, reduce application to once a day or every



other day
e do not leave pad on skin for an extended period of time
e keep away from eyes, lips and other mucous membranes

Other information
e DO NOT FLUSH - discard pad in trash and wash hands after use

Inactive ingredients

ammonium lauryl sulfate, ammonium xylenesulfonate, ethylhexylglycerin, fragrance,
menthol, phenoxyethanol, purified water, simethicone, sodium ascorbyl phosphate,
sodium citrate, sodium hydroxide, tetrasodium EDTA, tocopheryl acetate
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STRIDEX PADS = PROVEN EFFECTIVENESS
WITHOUT UNNECESSARY IRRITATION
Each pad is specially textured for great |  Stridex pad formulas are
deansing with a great feel. Whether completely alcohol-free so
you want scrubbing or smooth, soft you get proven acne-fighting
application, this pad is up to the task. effectiveness without the burn.

CLEAR COMPLEXION WITH COMFORT®

TRIPLE ACTION!

CLEANS

what cleansers and soaps leave behind.

TREATS

saliicylic acid, a proven acme medication.

PREVENTS
Used regularly, Stridex pads help prevent breakouts before they start.
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MAXIMUM

Highest level of acne control
available without a prescription.
SENSITIVE

With soothing aloe to comfort skin.

ESSENTIAL
With vitamins C & E to promote
healthy skin.

Drug Facts
Active ingredient Purpose '« ESSENTIAL.

Salicylic acid 1.0% (w/w) Acne medication \ WITH VITAMINS
Uses

= for the treatment of acne

= reduces the number of acne pimples and blackheads and allows skin to heal

= helps prevent new acne pimples from forming EFFECTIVE ACNE CONTROL

Warnings AND HEALTHY SKIN.

For external use only
Alergy alert: - e
do not use this product if you have a known allergy to salicylic acid y ~ .
When using this product Contains 1% salicylic aad.
= skin imitation and dryness is more likely to occur if you use another topical acne . .
medication at the same time. If imitation occurs, only use one opical acne Moderate kentnl,'l]c action hlps |.|dng pores.
medication at a time. 3 z 2 &
Keep out of reach of claren. Effective cleansing system removes dirt & oil.
If swallowed, get medical help or contact a Poison Conirol Genter right away.
Directions
= clean the skin thoroughly before applying this product . . -
= yse the pad to cover the entire affected area with a thin layer one to three times daily Contams vitamins c & E
= because excessive drying of the skin may occur, start with one application daily, then -
gradually increase to two or three fimes daily if needed or as directed by a docfor to PromOte healthy Skl n.
= if bothersome dryness or peeling occurs, reduce application fo once a day or every
other day
= o not leave pad on skin for an extended period of fime -

Drug Facts (continued)

= lgep away from eyes,

Other information
= DO NOT ALUSH - discard pad in frash and wash hands after use

Inactive ingredienis

ammonium lauryl sulfate, ammonium xylenesulfonate, ethylhexylglycerin,
fragrance, menthol, phenoxyethanaol, purified water, simethicone, sodium
ascorbyl phosphate, sodium citrate, sodium hydroxide, tetrasodium EDTA,
tocopheryl acetate
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STRIDEX ESSENTIAL

salicylic acid liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:10157-2119
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Salicylic Acid (UNIl: O414PZ4LPZ) (Salicylic Acid - UNIl:O414PZ4LPZ) Salicylic Acid 1g in100 mL

Inactive Ingredients

Ingredient Name Strength
Water (UNIl: 059QFOKOOR)
Ammonium Xylenesulfonate (UNIl: 4FZY6L6XCM)
Ammonium Lauryl Sulfate (UNIl: Q7A02R1MO0B)
SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)
Phenoxyethanol (UNII: HIE492ZZ 3T)
Ethylhexylglycerin (UNIl: 147D247K3P)
Sodium Hydroxide (UNIl: 55X04QC32I)
MENTHOL, UNSPECIFIED FORM (UNIl: L7T10EIP3A)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
Sodium Ascorbyl Phosphate (UNIl: 836SJG51DR)
EDETATE SODIUM (UNII: MP1)8420LU)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)

Packaging
# Item Code Package Description Marketing/Start Marketing| End
Date Date
NDC:10157- :
1 2119-1 1in 1 CARTON 12/06/2022
1 55 in 1 JAR
1 2 mL in 1 APPLICATOR; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part333D 12/06/2022

Labeler - BiistexInc (005126354)



Establishment

Name Address ID/FEI Business Operations
Blistex Inc 005126354 MANUFACTURE(10157-2119)

Revised: 12/2022 Blistex Inc
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